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Food and Drug Administration
RULES
Children in Clinical Investigations of Food and Drug Administration-

Regulated Products – 12937 (Feb 26)
Combination Products; Manufacturing Practice Requirements – 4307

(Jan 22)
Criteria Used to Order Administrative Detention of Food for Human or

Animal Consumption – 7994 (Feb 5)
New Animal Drugs:

Meloxicam; Nicarbazin – 22 (Jan 2)
Privacy Act, Exempt Record System; Withdrawal – 2892 (Jan 15)
PROPOSED RULES
Anesthesiology Devices:

Membrane Lung for Long-Term Pulmonary Support, etc.;
Reclassification – 1158 (Jan 8)

Cardiovascular Devices:
External Cardiac Compressor; Reclassification – 1162 (Jan 8)

Current Good Manufacturing Practice and Hazard Analysis and Risk-Based
Preventive Controls for Human Food – 11611 (Feb 19)

Dental Devices:
Blade-Form Endosseous Dental Implant; Reclassification – 2647 (Jan 14)
Temporary Mandibular Condyle Prosthesis; Reclassification – 9010 (Feb 7)

Effective Date of Requirement for Premarket Approval for Two Class III
Preamendments Devices – 4094 (Jan 18)

Human Food; Manufacturing Practice, Hazard Analysis, and Risk-Based
Preventive Controls – 3646 (Jan 16)

Human Subject Protection:
Acceptance of Data from Clinical Studies for Medical Devices – 12664

(Feb 25)
Medical Devices:

Classification of Scleral Plug; Ophthalmic Devices – 5327 (Jan 25)
Classification of the Eyelid Weight; Ophthalmic Devices – 9349 (Feb 8)
Pediatric Subpopulations that Suffer from a Condition that a Device is

Intended to Treat – 11612 (Feb 19)
Nicotine Replacement Therapies and Smoking-Cessation Products:

Report to Congress on Innovative Products and Treatments for Tobacco
Dependence; Public Hearing – 277 (Jan 3)

Prescription Drug Labeling:
Center for Drug Evaluation and Research – 8446 (Feb 6)

Request for Comments:
Smokeless Tobacco Product Warning Statements and Scientific

Evidence – 6056 (Jan 29)
Risk Assessments:

Activities Conducted in Facility Co-Located on a Farm – 3824 (Jan 16)
Standard of Identity for Milk, Flavored Milk, and 17 Additional Dairy

Products; Petition – 11791 (Feb 20)
Standards for Growing, Harvesting, Packing, and Holding of Produce for

Human Consumption – 3503 (Jan 16); 11611 (Feb 19)
Standards for Growing, Harvesting, Packing, and Holding of Produce for

Human Consumption; Meeting – 6762 (Jan 31); 10107 (Feb 13)
NOTICES
2013 Assuring Radiation Protection – 5813 (Jan 28)
Agency Information Collection Activities; Proposals, Submissions, and

Approvals – 10179 (Feb 13); 11892 (Feb 20)
Agency Information Collection Activities; Proposals, Submissions, and

Approvals:
Administrative Detention and Banned Medical Devices – 8542 (Feb 6)
Antimicrobial Animal Drug Distribution Reports – 5463 (Jan 25)
Center for Devices and Radiological Health; Electronic Submission Process

for Requesting Export Certificates: – 4418 (Jan 22)
Electronic Submission of Adverse Event Reports and Other Safety

Information Using Electronic Submission Gateway and Safety
Reporting Portal – 3433 (Jan 16)

Food Labeling; Notification Procedures for Statements on Dietary
Supplements – 4153 (Jan 18)

Foreign Clinical Studies Not Conducted Under an Investigational New Drug
Application – 13067 (Feb 26)

Mammography Quality Standards Act Requirements – 13681 (Feb 28)
Manufactured Food Regulatory Program Standards – 11651 (Feb 19)
Medical Device User Fee Cover Sheet – 8543 (Feb 6)
Medical Devices; Inspection by Accredited Persons Program – 6821 (Jan 31)
Molecular Entity New Drug Applications and Original Biologics License

Applications in Prescription Drug User Fee Act – 11652 (Feb 19)
Pretesting of Tobacco Communications – 5462 (Jan 25)
Recordkeeping Requirements for Microbiological Testing and Corrective

Measures for Bottled Water – 4152 (Jan 18)
Registration of Food Facilities Under the Public Health Security and

Bioterrorism Preparedness and Response Act of 2002 – 4414 (Jan 22)
Training Program for Regulatory Project Managers – 8544 (Feb 6)

Canned Tuna Deviating from Identity Standard; Temporary Permit for
Market Testing – 2273 (Jan 10)

Debarment Orders:
Richard Stowell – 13068 (Feb 26)

Determinations:
Differin (Adapalene) – 6823 (Jan 31)
LAVIV – 13685 (Feb 28)
ZYTIGA – 13684 (Feb 28)

Draft Guidance for Industry and Staff:
Abuse-Deterrent Opioids - Evaluation and Labeling – 2676 (Jan 14)
Acceptable Full-Length and Abbreviated Donor History Questionnaires,

etc., for Use in Screening Donors of Source Plasma – 13071 (Feb 26)
Acceptance and Filing Reviews for Premarket Approval Applications – 101

(Jan 2)
Accreditation and Reaccreditation Process for Firms under Third Party

Review Program – 11204 (Feb 15)
Alzheimer's Disease; Developing Drugs for the Treatment of Early Stage

Disease – 9396 (Feb 8)
Certain Human Pharmaceutical Product Applications, etc. Using Electronic

Common Technical Document Specifications – 310 (Jan 3)
Civil Money Penalties for Tobacco Retailers – 9396 (Feb 8)
Clinical Pharmacogenomics; Premarket Evaluation in Early-Phase Clinical

Studies and Recommendations for Labeling – 5816 (Jan 28)
Clinical Study Designs for Surgical Ablation Devices for Treatment of Atrial

Fibrillation – 11207 (Feb 15)
Distinguishing Medical Device Recalls From Product Enhancements;

Reporting Requirements – 12329 (Feb 22)
eCopy Program for Medical Device Submissions – 102 (Jan 2)
Enrichment Strategies for Clinical Trials to Support Approval of Human

Drugs and Biological Products – 7784 (Feb 4)
Financial Disclosure by Clinical Investigators – 13070 (Feb 26)
Guidance on the Labeling of Certain Uses of Lecithin Derived from Soy;

Withdrawal – 12761 (Feb 25)
Humanitarian Use Device Designations – 5185 (Jan 24)
Immunogenicity Assessment for Therapeutic Protein Products – 9702

(Feb 11)
Informed Consent for In Vitro Diagnostic Device – 9395 (Feb 8)
International Conference on Harmonisation; S10 Photosafety Evaluation

of Pharmaceuticals – 7786 (Feb 4)
Labeling for Human Prescription Drug and Biological Products; Physician

Labeling Rule; Format Requirements – 12760 (Feb 25)
Listeriosis from Soft-Ripened Cheese Consumption in the United States

and Canada – 9701 (Feb 11)
Medical Device User Fee Small Business Qualification and

Certification – 6822 (Jan 31)
Medical Devices; Pre-Submission Program and Meetings with FDA Staff;

Withdrawal – 950 (Jan 7)
Pediatric Information Incorporated Into Human Prescription Drug and

Biological Products Labeling – 13686 (Feb 28)
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Providing Information About Pediatric Uses of Medical Devices under the
Federal Food, Drug, and Cosmetic Act – 11654 (Feb 19)

Recommendations for Screening, Testing, and, Management of Blood
Donors and Blood and Blood Components Based on Screening Tests
for Syphilis – 13069 (Feb 26)

Refuse to Accept Policy for 510(k)s – 100 (Jan 2)
Submissions for Postapproval Modifications to a Combination Product

Approved Under Certain Marketing Applications – 4417 (Jan 22)
Submitting Hepatitis C Virus Resistance Data – 12759 (Feb 25)

Electronic Study Data Submission; Data Standard Support End Date – 5816
(Jan 28)

Environmental Assessments; Availability, etc.:
Genetically Engineered Atlantic Salmon – 10620 (Feb 14)

Extreme Weather Effects on Medical Device Safety and Quality – 12067
(Feb 21)

Food and Drug Administration Modernization Act; Modifications – 2998
(Jan 15)

Generic Drug User Fees:
Active Pharmaceutical Ingredient and Finished Dosage Form Facility Fee

Rates for Fiscal Year 2013 – 3900 (Jan 17)
Initiation of Risk Assessment for Establishing Food Allergen

Thresholds – 7785 (Feb 4)
International Drug Scheduling; Convention on Psychotropic Substances:

World Health Organization Scheduling Recommendations for Gamma-
hydroxybutyric Acid – 9397 (Feb 8)

Medical Devices:
Premarket Approval Applications; Safety and Effectiveness

Summaries – 950 (Jan 7)
Meetings:

Advisory Committee for Reproductive Health Drugs – 734 (Jan 4)
Advisory Committees; 2013 Tentative Schedule – 104 (Jan 2)
Annual Computational Science Symposium – 10180 (Feb 13)
Blood Products Advisory Committee – 2677 (Jan 14)
Circulatory System Devices Panel of the Medical Devices Advisory

Committee – 11208 (Feb 15)
Creating an Alternative Approval Pathway for Certain Drugs Intended to

Address Unmet Medical Need – 3005 (Jan 15)
Detecting and Evaluating Drug-Induced Liver Injury; What's Normal,

What's Not, and What Should We Do About It – 5817 (Jan 28)
Device Good Manufacturing Practice Advisory Committee – 12068 (Feb 21)
Food and Drug Administration/Xavier University PharmaLink Conference;

Quality in a Global Supply Chain – 9703 (Feb 11)
Medical Devices Advisory Committee; Clinical Chemistry and Clinical

Toxicology Devices Panel – 13347 (Feb 27)
Medical Imaging Drugs Advisory Committee – 734 (Jan 4)

Medical Imaging Drugs Advisory Committee and Oncologic Drugs Advisory
Committee – 12762 (Feb 25)

Neonatal Subcommittee of the Pediatric Advisory Committee – 11655
(Feb 19)

Oncologic Drugs Advisory Committee – 13348 (Feb 27)
Ophthalmic Devices Panel of Medical Devices Advisory Committee – 13350

(Feb 27)
Pediatric Advisory Committee – 12763 (Feb 25)
Psychopharmacologic Drugs Advisory Committee – 13349 (Feb 27)
Reproductive Health Drugs and the Drug Safety and Risk Management

Advisory Committees – 2677 (Jan 14)
Review and Regulation of Drugs for the Treatment of Amyotrophic Lateral

Sclerosis – 6824 (Jan 31)
Science Board – 6332 (Jan 30)
Science Board to Food and Drug Administration Advisory

Committee – 13348 (Feb 27)
Seventh Annual Drug Information Association/Food and Drug

Administration Statistics Forum, 2013 – 13072 (Feb 26)
Transmissible Spongiform Encephalopathies Advisory Committee – 11207

(Feb 15)
Vaccines and Related Biological Products Advisory Committee – 5465

(Jan 25)
Nominations:

Voting and/or Nonvoting Consumer Representatives on Public Advisory
Committees or Panels, etc. – 12331 (Feb 22)

Voting Members on Public Advisory Panels or Committees – 9060 (Feb 7)
Regulatory Review Periods for Patent Extensions:

BEYAZ – 6826 (Jan 31)
SAPIEN TRANSCATHETER HEART VALVE – 12330 (Feb 22)
XALKORI – 6826 (Jan 31)

Requests for Comments:
Drug Shortages Task Force and Strategic Plan – 9928 (Feb 12)

Statements of Organization, Functions, and Delegations of Authority – 6111
(Jan 29)

Submission of an Electronic Common Technical Document – 10181 (Feb 13)
Workshops:

Accessible Medical Device Labeling in a Standard Content and
Format – 951 (Jan 7)

Accessible Medical Device Labeling in a Standard Content and Format;
Correction – 6825 (Jan 31)

Clinical Flow Cytometry in Hematologic Malignancies – 5186 (Jan 24)
Fecal Microbiota for Transplantation – 12763 (Feb 25)
Global Quality Systems--An Integrated Approach to Improving Medical

Product Safety – 10181 (Feb 13)

Food and Drug Administration
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